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Ktt MARKS 



Claims 144,17-19,42, SO 3^57 arepeadmgmthei^tappUcati^ Applicants' 

„ . . - R 10 ^^tofclherckrifytiiecUims. Claims 8 and 10 amended 
have amended claims 8, 10. ana to iw 

device. 

, , i™™- cells atttacted to Hie device which in turn enhance me response ot 
subsequent tamune cells attracted to the device. ^ g . the 

npdes with the body. (Page 12, lira 3-6). 

^^nr^rrnNSU N— *'"*r 8 l02 S HOTTT,r>BF.WlTPPyAW a 

♦ 1 Whwm pr et aL'n The Office Action claims that Stunner et 
No 4 689,220 to Stunner et al. Q Stoimer et aL w= 

one in Hie same. 
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Applied argue that the matrix and container of the presently claimed device are not 
one in the same and, lurmer, that Sturmer et al . feds to anticipate ^presently claimed devrce 
smce it lacks the diffusion barrier provided by the perforated impervious container of the 
present invention, 

First, within the presently claimed device the matrix and the container serve different 
puipose s. The-porousmatri*^, a sponge-like material, of the device act, asadepository 
for me antigen. The antigen can either be incorporated into the matrix or injected into the 
^priortoorafterimplanterion. (Page 19, line 21 to Page 20, line 12). The confer, 
however, is a perforated impervious coating surrounding the matrix that acts as a diffusion 
barrier (Page 20, Line 13 to Page 23, Line 7). The container is less porous than the matrix 
^vmgalirr^mnnber of perforation, op^ 
>alancebetween P ermi^ 

preventing the passive diffusion of antigens and small molecules such as co-stimulatey 
factors (cytokines produced by immune cell 8 within the device) out of the device. The device 
of the present invention generates a robust immune response since subsequent imnmne cell* 
are primed when they come into contact with the antibody of interest or the various small 
molecules concentrated within the device. The Afrasion barrier of the device optimizes the . 
development of animrmmerespor^e to me antigmbyir^ 

aatigens and small molecules within the device and this also imparts long-term iromunity by 
producing apopulation of memory cells. Thus, the matrix and the container of the present 
device are not one in the same. . 

Stunner et al. discloses an immunogenic implant consisting of a porous biologically- 
compatible substrate impregnated with the antigen of interest (CoL 2, Lines 30-37). The 
in^genic implant taught by Stunner et al. does not incorporate a perforated impermeable 
contair^ s letaloneadrausionbamer. Although Sturmer et al. teaches that the antigen of 
interest should be secured to the matrix to prevent the antigen from seeping into the 
surroundingtissue (coL 2, lines 54-56), it does not teachthe use of a difmsion barrier to also 
prevent cytokines and other factors secreted by immune cells within the implant from seeping 
ir^ me surrounding tissues. Therefore, the immunogenic implant taught by Sturmer et al. 
doesr^tar^cipatethede^^^ 
invention. 

Claims 1, 2, 6-10, 12. 13. 50 and 57 ate rejected under 35 U.S.C. 102(b) as being 
anticipated by U.S. Patent No. 5,538,733 to Emery etaL ("Emery etaL"). Aocordingto the 
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Office Actio*, Emery et al. teaches the use of an implant comprised of a polyfcctide substrate 
that contain, an imnronogenic agent to prune an immune response. Once again, the Office - 
Action argues that the matrix and the container are one and the same, and therefore Emery et 
al. anticipates Uie device claimed in tie present application. 

For die reasons stated above, the Applicants dispute the assertion that the matrix and 
tosxrt^W^v^foP*^ inventipn are the same. 

Furthermore, Emery et al. does not anticipate the perforated impermeable 
cor^/difhisionhanier of the present invention. Emery et al. discloses an implant 
comprised of biocompatible, biodegradable, bioabsorbable and/or bioerodible polymeric 
material that will rdease an immunogenic agent for sustained delivery into the surrounding 
tissnefhuds. (Col. 2, Line 15-37). According to the Bmery etaillnspriinmgdose of the 
^unogenic agent is mamtained within the circulatory system of the animal by it, release 
Wthe implant into the tissue fluids of a young animaL Id. Emery et at teaches the release 
of antigens into the surrounding tissues as opposed to retaining a concentration of antigens 
withinfhe device, and therefore the use of a diffusion barrier ™>uld be contrary to the aims of 
tbe Emery implant. However, in the implant of the present invention, "the antigen is reteM 
^hiinthe device and its concentration remain high, as do the concentrations of co- 
stimulatory factors secreted by the cell population wrth[in] the device, much m the same 
M ona S wi«hmalyrnphnod e ."(Page 14, Lines 20-22) The present invention ubhzes the 
perforated impermeable contamerydifiusion barrier to limit me passive diffusion of the 
antigens out of the device and thereby maintain a high concentration of antigens and small 
molecules within tie device. Thus, Emery et al- does not disclose the use of a perforated 
impermeable contamec/diffusion barrier within the device and foils to anticipate tie presently 
claimed invention. 

Acc^ram^aroUc^ 
anticipation in light of Stunner et al. and Emery et al. have been overcome and request their 

withdrawal. 

T,n, OTM N T™™> « Ti.fi. f?. 1 103 SHOTTTT) BF, WTTKDBAM 
daims 1-4, WO, 12, 13, 11-19, 50, 57 were rejected under 35 U.S.C. § 103(a) as 

being unpatentable over Emery et al. in view of U.S. Patent No. 5,593,697 to Barr et al. 

("Barr et al.") According to tie Office Action, Barr et al. teaches the use of an implant to 
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.leaseana.tivei.gredieat.suchasan^inpulses. Ttos, me Office Actio* clannsth* 

et al. and the method of the Emery et al. to achieve me benefit of one admtoistxatioa of me 
implant 

Barr et al. discloses a single dose vaccination system in which an implant is ptovided 
^thas ane^or insoluble film, aninteripr sombie ^ and a core containmg «xe active 
Wdient and both soluble and insoluble extents. (Col 3, Line 13 to Col. 4, Line 14). 
According to Barr et al., me exterior film controls access of physiological fluid to the intenor 
film menphysiologicalflmdr 

swell causing the Mure of the exterior film and, consequently, the release of the active 

^eatasapulse.Giv^^^ 

^ionbexxierwouldbe contx^to the aims of the Barr implant, and therefor Barr et al 
does not teach the use of a diffusion barrier. 

Thus the Applicants maintain that the present invention is novel and non-obvious 
eveninH^of^^ggestedcombinationofEmeryetal. andBarr etal. su^ther teaches 
the use of a perforated ixnpermeaWe container/d^n barrier. Specifically, the present 
invention teaches the importance of mamtaining a high concentration of antigens and small 
teenies wnbinthe implant ^e present mention incorporates a perforated but otherwise 
irnpermeable contemner as a diffusion barner to maintain the concentration of antrgens and 
^n.olecmeswimmmeimplant. Neither Emery et al. nor Barr et al. disclose the need to 
^tain a high concern of antigens within their respective devices. On the contrary, 
both Emery et al. and Barr et at teach the release of antigens from the device, and therefore 
Mtodisclosefceuseofaperfor^ 
interfere with the release of the antigen. 

Accordingly, Applicant* respectfully submit that the 35 U.S.C. § 103 rejection for 
anticipation in light of Emery et al. and Barr et al. has been overcome and requests its 
withdrawal- 

^ ^mcnO ^ ™nw« ™ " S.C * SECOND V * ™ AFH SgOUIJ) BE 

WITHDRAWN 

Claims 8, 10, and 19 were rejected as being indefinite under 35 TJ.S.C § 112, second 
paragraph. Specifically, the Office Action claimed that it was unclear Aether a Marknsh 



! Received from < > at 6/1 1^03 1 1 :29:46 AM [Eastern Daylight Time] „ 



JUN-H-2003-WED 10:45 AM ' P. 014 



group was intended within claims 8 and 10. Additionally, the Office Action noted that the 
term "R^tioduced into" appeared to contradict the presence of sufficient antigen within the 
device. 

As noted, the Applicants have amended claims 8, 10, and 1 9 in order to farther clarify 
the subject matter of these claims. Applicants believe that those amendments overcome the 
inds&mte&ess objection?. 

CONCLUSIONS 

Applicants respectfully request mat the foregoing amendments and remarks be made 
ofrecommthe^^^ 

and amendments made herein now place the pending claims in condition for allowance. 



Respectfolly submitted, 

7 12 Kitchawan Road 
Ossixung, NY 10562 
(914) 762-7586 
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